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8) 0 Claim(s) are subject to restriction and/or election requirement. 
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DETAILED ACTION 
Status of Application 

1 . Applicant has elected Group I in response to restriction requirement and elected 
the "tocopherol" species for the examination. 

Due to restriction, based on election of Group I, claims 20-22 and 25 (Group II, 
and claim 23 (Group III), are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

Claims 1-19 and 24 are present for examination at this time. 

Specification 

2. The disclosure is objected to because of the following informalities: Claim 24 is 
drawn to a method comprising the step of incorporating the pharmaceutical or 
pharmacologically active compound in a carrier comprising an effective amount of one 
or more phosphate derivative of a lipophilic pharmaceutically acceptable compound. 
The claim is not commensurate in scope with the disclosure. The disclosure supports to 
use of complexes of phosphate derivative in topical formulation to improve transdermal 
transport of ingredients, see page 4, paragraph 5 of the specification, but does not 
support the broad recitation of any phosphate derivative for the use. 

Appropriate correction is required. 

Claim Objections 

3. Claims 3-1 7 and 1 9 are objected to under 37 CFR 1 .75(c) as being in improper 
form because claim 3 is not in appropriate alternative form with the remaining claims in 
multiple dependent forms on multiple dependent claims 3-17 and 19. See MPEP 
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§ 608.01 (n). Accordingly, the claims 3-17 and 19 have not been further treated on the 
merits. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
mailing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 1, 2, 18, and 24 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claims contains subject 
matter which was not described In the specification In such a way as to reasonably 
convey to one skilled In the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The composition as recited in the 
above claims does not specify or give the possible phosphate derivatives of a lipophilic 
pharmaceutlcally acceptable compound. These are not described nor exemplified to 
provide adequate description for one of the art to know what is encompassed as the 
terms "derivative" and "complex" are indefinite and does not adequately describe the 
genus of compounds addressed. The specification also does not provide adequate 
written description of such compounds. 

The claimed Invention Is drawn to a method for improving the efficacy and/or 
transdermal transport of topically administered pharmaceuticals and pharmacologically 
active compounds comprising incorporating one or more complexes of a phosphate 
derivative of a lipophilic pharmaceutlcally acceptable compound. Concise structural 
features that could distinguish structures of compounds within this genus from other are 
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missing form tlie instant disclosure. Tlie specification fails to teach or adequately 
describe a representative number of species in the broad genus such that the common 
attributes of characteristics concisely identifying member of the genus are disclosed, 
and because the claimed genus is so highly variant, the description provided is 
insufficient. There is a single representative species, laurylaminodipropionic acid 
tocopheryl phosphate utilized in the examples. A single species is not a representative 
number for an entire genus. One of skill in the art would reasonably conclude that the 
disclosure fails to provide a representative number of species to describe the genus 
claimed. Thus, Applicant was not in possession of the clamed genus. 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 1 ,2, 1 8, and 24 are rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The term "derivative" is indefinite as it unclear what is encompassed by the term 
and given the form any number of compounds given an infinite number of chemical 
reactions, the compounds and be anything and thereby it is unclear what is envisioned 
for the invention. It does not allow one of skill in the art to know the metes and bounds 
of the invention. 

Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 1, 2, and 24 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Oonishi et al. (U.S.Pat. No. 5965750). 

Oonishi et al. teaches that tocopheryl phosphates and/or its salts exhibit 
antioxidant and blood circulation promoting effects (thereby increasing drug delivery 
through the skin when topically applied). The phosphates would also have excellent 
water solubility, be free from cutaneous irritation, allergenecity, and ensure dermal 
safety. Oonishi teaches that the phosphates and/or salt (complex) can be applied to 
sever applications including cosmetics and drugs. The purified form of tocopheryl 
phosphates would also contain a small amount of P,P'-bistocopheryl diphoshates 
(complex). Several examples comprising these phosphates are taught for topical 
administration with pharmacologically active components that would inherently have 
improved efficacy and/ transdermal transport due to improve stability (antioxidant 
properties) and increase blood circulation promoting effects (as increase circulation 
increases drug delivery across the dermal barrier). The examples taught include one or 
more phosphate derivatives (complexes), complexing agents (e.g. stearic acid), 
pharmacologically active components, and acceptable carriers. See examples B-9 (hair 
grower), examples B-15 (lotion), and B16 (cream). Note that the reference also teaches 
addition phosphate in Table I. (see full document, specifically. Abstract, Col. 6, lines 34- 
40, Col. 7, lines 45-59, Col. 22, lines 25-41, Col. 23, lines 10-27, Col. 50-65, Col. 26, 
lines 7-40) 
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All the critical elements are taught by the cited reference and thus the claims are 
anticipated. 

1 0. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

1 1 . Claims 1 ,2, and 24 are rejected under 35 U.S.C. 1 02(a) as being anticipated by 
West (WO 02/40033) or alternatively West et al (WO 02/40034). 

West (WO 02/40033 , here after '034) teaches electron transfer agents 
comprising phosphate complexes of tocopherol, the usefulness of these compounds in 
therapeutic formulations due to their enhanced absorption properties (see full 
document, specifically Page 3, line 22-Page 4, line 2, Page 5, paragraph 3-Page 6, 
paragraph 5, Pages 7-9, Example 2, Table 1). 

Alternatively, West et al. (WO 02/40034) teaches complexes of tocopherol 
phosphate and the usefulness of these compounds in therapeutic formulations and their 
enhanced absorption properties (Page 10, Paragraph2, Example 25, Page 31-34, 
claims). 

All the critical elements are taught by the cited reference and thus the claims are 
anticipated. 

1 2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(e)the invention was described in (1) an application for patent, publislied under section 122(b), by 
another filed in tlie United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

13. Claims 1,2, and 24 are rejected under 35 U.S.C. 102(e) as being anticipated by 
West (WO 02/40033) or alternatively West et a! (WO 02/40034). 

West (WO 02/40033 , here after '034) teaches electron transfer agents 
comprising phosphate complexes of tocopherol, the usefulness of these compounds in 
therapeutic formulations due to their enhanced absorption properties (see full 
document, specifically Page 3, line 22-Page 4, line 2, Page 5, paragraph 3-Page 6, 
paragraph 5, Pages 7-9, Example 2, Table 1). 

Alternatively, West et al. (WO 02/40034) teaches complexes of tocopherol 
phosphate and the usefulness of these compounds in therapeutic formulations and their 
enhanced absorption properties (Page 10, Paragraph2, Example 25, Page 31-34, 
claims). 

All the critical elements are taught by the cited reference and thus the claims are 
anticipated. 

14. Claims 1,2, 18, and 24 are rejected under 35 U.S.C. 102(e) as being anticipated 
by West et al. (U.S. Pat. Publication No. 2004/0253318). 

West teaches the incorporation of electron transfer agents comprising phosphate 
complexes of tocopherol, the usefulness of these compounds in therapeutic 
formulations due to their enhanced absorption properties. West also teaches that 
tocopheryl phosphate has been shown to regulate phophorylation of the membrane 
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messenger or signal protein resulting in a steeper oxygen gradient and a thinner 
epidermis which would allow for greater dermal transport and enhanced dermal 
transport as the epidermis is thinner, (see full document, specifically Abstract, Page 3, 
paragraph 39, Page 4 paragraph 61, Page 6, paragraph 94-96, page 12, Example 4, 
paragraph 168). 

The applied references above have a common inventor/inventors and assignee 
with the instant application. Based upon the earlier effective U.S. filing date of the 
reference, it constitutes prior art under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 
102(e) might be overcome either by a showing under 37 CFR 1 .132 that any invention 
disclosed but not claimed in the reference was derived from the inventor of this 
application and is thus not the invention "by another," or by an appropriate showing 
under 37 CFR 1.131. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

1 5. Claims 1 , 2, and 24 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 12 of copending 
Application No. 10/498684. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the scope of the instant claim is broader 
than that of the copending application thereby encompassing the claim of the copending 
application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

1 6. Claims 1 ,2, 1 8, and24 are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GIGI HUANG whose telephone number is (571)272- 
9073. The examiner can normally be reached on Monday-Thursday 8:30AM-6:00PM 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Fredrick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

GH 

/Zohreh A Fay/ 

Primary Examiner, Art Unit 1612 



